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Declaration of Rose-Mary N. Boustany, M D 
Pursuant to 37 C.F.R. § 1.132 

I, Rose-Mary N. Boustany, do hereby declare and say as follows: 

Inshtutional Review BoaroVapproved procedure for coltecHnp leftover "deideSrt -nr 

322?- SarnpteS 0f tUmorand normaJ «>IOn tissue notSed for 

diagnosbc purposes weresnap frozen in embedding medium .nd2£ ScrE 
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samples were deidentified by removing all of the patient information from the samples 
except for a pathological diagnosis. Frozen sections of each specimen were stained 
with nemotoxylin and eosln and examined by a pathologist to insure that the frozen 
samples contained representative normal or neoplastic tissue. In all of the cases the 
colon cancer specimens consisted mostly of neoplastic glands Invading into the ' 
muscularis externa. The normal colon specimens contained mucosa, submucosa and 
muscuiaris externa. 

CLN3 mRNA expression was measured in human colon tumors and compared 
with CLN3 mRNA expression in normal colon tissue obtained from the same patient at 
the time of surgery. CLN3 mRNA was isolated from io solid colon cancers and 
expression of CLN3 was compared with normal colon tissue obtained from the same 
patient using RT-PCR. Cyclophilin was used ae art internal control. Results were 
expressed as percentage change of CLN3 expression In colon cancer samples 
compared with corresponding normal colon controls. Each experiment was repeated 
twice. 

. .„ Data from 10636 experiments demonstrated that in seven of the ten tumors, 
CLN3 expression wa950^330% higher than in the corresponding normal colon tissue 
«?l!? af !,*S htl ) ^ CLm express'on was increased by 22%. Overexpression of 
CLN3 m 80% of solid colon cancers tested corroborates data obtained from human 
colon cancer cell lines as described in the '045 application. 

These data demonstrate a correfation between increased CLN3 expression In 

SlSl^^i 0 !? Ca ? Cer and I**" 3 P** 1 " a metfl9d for identifying human subjects at 
increased nsk of developing colon cancer on the basis of upregulation of the CLN3 
gene In such subjects. * M 

5. I hereby declare that all statements made herein of my own knowledge 
are true and that all statements made on information and belief are believed to be true- 
and further that these statements were made with the knowledge that willful false 
l?5 me ™ r, i ™ ,ike , so , m9de are Punwhable by fine or Imprisonment, or both, under 
Section 1001 of TrHe 18 of the United States Code and that such willful false statements 
mayjeppardiz© the validity of the application or any patent issued thereon 
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